AMENDMENT UNDER 37 C.F.R. § 1.1 14(c) Attorney Docket No.: Q78033 

U.S. Application No.: 10/685,567 

REMARKS 

I. Summary of Claim Amendments 

Claim 1 is amended to replace "comprising" transitional language with "consisting of 
transitional language, and to include the recitation of a combination of Rifabutin and Isoniazid. 

Claim 5 is amended to correct a minor typographic error, while claim 8 is amended to 
correct a grammatical error. 

Claims 3 and 4 are canceled without prejudice or disclaimer. 

No new matter is added, and the Amendment is being submitted concurrently with a 
Request for Continued Examination (RCE). Accordingly, Applicants respectfully request entry 
and consideration of the Amendment. 

Upon entry of the Amendment, claims 1 and 5-8 will be pending in the application. 

Applicants also request the Examiner to acknowledge acceptance of the Drawings 
submitted with the present application. 

II. Response to Claim Rejection Under 35 U.S.C. $ 103(a) 

A. Claims 1 and 3-8 were rejected under 35 U.S.C. § 103(a) as allegedly being 
unpatentable over Takada et al. (U.S. Patent No. 6,1 17,455), in view of Baker et al. (U.S. Patent 
No. 5,399,558). 

Without acquiescing to the merits, claims 3 and 4 are canceled. 

Applicants respectfully traverse the § 103(a) rejection of claims 1 and 5-8, at least for the 
following reasons. 

Present claim 1 is drawn to a combination of Rifabutin and Isoniazid, and the 
biodegradable inhalable microparticle composition includes the above combination of anti- 
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tubercular drugs and the biodegradable polymer for drug delivery. The ratio of drugs: polymer is 
from about 1 :2 to 2: 1 , and the two anti-tubercular drugs are used in a ratio of about 1 :2 to 2: 1 . 

Although at column 2, lines 20-22, Takada states that the term "microcapsule" disclosed 
therein is intended to include microcapsules and microparticles, at columns 1 1 and 12, the 
differences between microcapsules and microparticles is disclosed. For example, at column 11, 
lines 38-43, Takada discloses that the physiologically active substance is available in the form of 
microparticles, ranging from 1 nm to 10 urn. Then, Takada goes on to describe the formation of 
microcapsules incorporating the above discussed microparticles. See, for example, column 11, 
line 49 to column 12, line 56. Column 12, lines 63-65 further goes on to disclose that the 
average diameter of the microparticles is 0.5 um to about 400 um. Therefore, there is a 
difference between the microcapsule and microparticle, as disclosed in Takada, and it is apparent 
that the "microparticle" of Takada is drug only, while the "microcapsule" of Takada contains a 
polymer and a drug "microparticle." In contrast, in the presently claimed invention, the 
"microparticle" contains both the drug and the polymer. As Baker et al. does not disclose 
microparticles, Baker et al. does not cure the above deficiency of Takada et al. with respect to the 
presently claimed invention. 

Moreover, although Takada and Baker teaches the use of various antitubercular drugs, 
neither reference teaches the specific combination of Rifabutin and Isoniazid. 

In view of the above, present claim 1 is not obvious over Takada in view of Baker. 
Claims 5-8 are also patentable, at least by virtue of their dependence from claim 1. Therefore, 
Applicants respectfully request reconsideration and withdrawal of the § 103(a) rejection of 
claims 1 and 5-8 based on Takada in view of Baker. 
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B. Claims 1 and 3-8 were rejected under 35 U.S.C. § 103(a) as allegedly being 

unpatentable over Barrow et al. (U.S. Patent No. 6,264,991). 

Without acquiescing to the merits, claims 3 and 4 are canceled. 

Applicants respectfully traverse the § 103(a) rejection of claims 1 and 5-8, at least for the 
following reasons. 

Present claim 1 is drawn to a combination of Rifabutin and Isoniazid, and the 
biodegradable inhalable microparticle composition includes the above combination of anti- 
tubercular drugs and the biodegradable polymer for drug delivery, such that the ratio of drugs: 
polymer is from about 1 :2 to 2: 1 , and wherein the two anti-tubercular drugs are used in a ratio of 
about 1:2 to 2:1. The use of "consisting of transitional language excludes the use of additional 
antitubercular drug to be used in combination with Rifabutin and Isoniazid. 

The Examiner relies on options 1-3 of Barrow that teaches utilizing a combination of 
drugs in the treatment of tuberculosis. Options 1-3 are discussed at columns 1 1 and 12 of 
Barrow. Option 1 involves treatment for 8 weeks with isoniazid, rifampin, and pyrazinamide, 
followed by 16 weeks of isoniazid and rifampin; option 2 involves 2 weeks of treatment with 
isoniazid, rifampin, pyrazinamide, and streptomycin or ethambutol, followed by 6 weeks of the 
same drugs, and then 16 weeks if isoniazid and rifabutin; and, option 3 involves treatment with 
isoniazid, rifabutin, pyrazinamide, and ethambutol or streptomycin for 6 months. In all of 
options 1-3, it is recommended that ethambutol or streptomycin is added if the resistance to 
isoniazid is more than 4%. Furthermore, for option 3, the strongest evidence from clinical trials 
shows the effectiveness of all four drugs administered for six months. Therefore, the drug 
compositions of Barrow are beyond the scope of the present claims. 
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In view of the above, claim 1 is patentable over Barrow. Claims 5-8 are also patentable, 
at least by virtue of their dependence from claim 1. Therefore, Applicants respectfully request 
reconsideration and withdrawal of the § 103(a) rejection of claims 1 and 5-8 based on Barrow. 



In view of the above, reconsideration and allowance of this application are now believed 
to be in order, and such actions are hereby solicited. If any points remain in issue which the 
Examiner feels may be best resolved through a personal or telephone interview, the Examiner is 
kindly requested to contact the undersigned at the telephone number listed below. 

The USPTO is directed and authorized to charge all required fees, except for the Issue 
Fee and the Publication Fee, to Deposit Account No. 19-4880. Please also credit any 
overpayments to said Deposit Account. 
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